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(d) Directions. The labeling of the
product states, under the heading *‘Di-
rections,”” directions that conform to
the directions established for each in-
gredient in the directions sections of
this part. When the time intervals or
age limitations for administration of
the individual ingredients differ, the
directions for the combination product
may not exceed any maximum dosage
limits established for the individual in-
gredients in the applicable OTC drug
monograph.

§349.80 Professional labeling.

The labeling of any OTC ophthalmic
demulcent drug product provided to
health professionals (but not to the
general public) may contain instruc-
tions for the use of these products in
professional eye examinations (i.e.
gonioscopy, electroretinography).
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Subpart A—General Provisions

§350.1 Scope.

(a) An over-the-counter anti-
perspirant drug product in a form suit-
able for topical administration is gen-
erally recognized as safe and effective
and is not misbranded if it meets each
condition in this part and each general

§350.10

condition established in §330.1 of this
chapter.

(b) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter | of title 21
unless otherwise noted.

§350.3 Definition.

As used in this part:

Antiperspirant. A drug product ap-
plied topically that reduces the produc-
tion of perspiration (sweat) at that
site.

Subpart B—Active Ingredients

§350.10 Antiperspirant active ingredi-
ents.

The active ingredient of the product
consists of any of the following within
the established concentration and dos-
age formulation. Where applicable, the
ingredient must meet the aluminum to
chloride, aluminum to zirconium, and
aluminum plus zirconium to chloride
atomic ratios described in the U.S.
Pharmacopeia-National Formulary.
The concentration of ingredients in
paragraphs (b) through (j) of this sec-
tion is calculated on an anhydrous
basis, omitting from the calculation
any buffer component present in the
compound, in an aerosol or nonaerosol
dosage form. The concentration of in-
gredients in paragraphs (k) through (r)
of this section is calculated on an an-
hydrous basis, omitting from the cal-
culation any buffer component present
in the compound, in a nonaerosol dos-
age form. The labeled declaration of
the percentage of the active ingredient
should exclude any water, buffer com-
ponents, or propellant.

(@) Aluminum chloride up to 15 per-
cent, calculated on the hexahydrate
form, in an aqueous solution nonaer-
osol dosage form.

(b) Aluminum chlorohydrate up to 25
percent.

(¢) Aluminum chlorohydrex poly-
ethylene glycol up to 25 percent.

(d) Aluminum chlorohydrex pro-
pylene glycol up to 25 percent.

(e) Aluminum dichlorohydrate up to
25 percent.

(f) Aluminum dichlorohydrex poly-
ethylene glycol up to 25 percent.

() Aluminum dichlorohydrex pro-
pylene glycol up to 25 percent.
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